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§26.1117

(3) Any additional costs to the sub-
ject that may result from participation
in the research;

(4) The consequences of a subject’s
decision to withdraw from the research
and procedures for orderly termination
of participation by the subject;

(5) A statement that significant new
findings developed during the course of
the research which may relate to the
subject’s willingness to continue par-
ticipation will be provided to the sub-
ject; and

(6) The approximate number of sub-
jects involved in the study.

(c) The informed consent require-
ments in this subpart are not intended
to preempt any applicable Federal,
State, or local laws which require addi-
tional information to be disclosed in
order for informed consent to be le-
gally effective.

(d) Nothing in this subpart is in-
tended to limit the authority of a phy-
sician to provide emergency medical
care, to the extent the physician is per-
mitted to do so under applicable Fed-
eral, State, or local law.

(e) If the research involves inten-
tional exposure of subjects to a pes-
ticide, the subjects of the research
must be informed of the identity of the
pesticide and the nature of its pes-
ticidal function.

[71 FR 6168, Feb. 6, 2006, as amended at 78 FR
10543, Feb. 14, 2013]

§26.1117 Documentation of informed
consent.

(a) Informed consent must be docu-
mented by the use of a written consent
form approved by the IRB and signed
by the subject. A copy shall be given to
the subject.

(b) The consent form may be either of
the following:

(1) A written consent document that
embodies the elements of informed
consent required by §26.1116. This form
may be read to the subject, but in any
event, the investigator must give the
subject adequate opportunity to read it
before it is signed; or

(2) A short form written consent doc-
ument stating that the elements of in-
formed consent required by §26.1116
have been presented orally to the sub-
ject. When this method is used, there
must be a witness to the oral presen-
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tation. Also, the IRB shall approve a
written summary of what is to be said
to the subject. Only the short form
itself is to be signed by the subject.
However, the witness must sign both
the short form and a copy of the sum-
mary, and the person actually obtain-
ing consent must sign a copy of the
summary. A copy of the summary must
be given to the subject, in addition to
a copy of the short form.

[78 FR 10543, Feb. 14, 2013]
§§26.1118-26.1122 [Reserved]

§26.1123 Early termination of re-
search.

The Administrator may require that
any project covered by this subpart be
terminated or suspended when the Ad-
ministrator finds that an IRB, investi-
gator, sponsor, or institution has mate-
rially failed to comply with the terms
of this subpart.

§26.1124 [Reserved]

§26.1125 Prior submission of proposed
human research for EPA review.

Any person or institution who in-
tends to conduct or sponsor human re-
search covered by §26.1101(a) shall,
after receiving approval from all appro-
priate IRBs, submit to EPA prior to
initiating such research all informa-
tion relevant to the proposed research
specified by §26.1115(a), and the fol-
lowing additional information, to the
extent not already included:

(a) A discussion of:

(1) The potential risks to human sub-
jects;

(2) The measures proposed to mini-
mize risks to the human subjects;

(3) The nature and magnitude of all
expected benefits of such research, and
to whom they would accrue;

(4) Alternative means of obtaining in-
formation comparable to what would
be collected through the proposed re-
search; and

(5) The balance of risks and benefits
of the proposed research.

(b) All information for subjects and
written informed consent agreements
as originally provided to the IRB, and
as approved by the IRB.
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(¢) Information about how subjects
will be recruited, including any adver-
tisements proposed to be used.

(d) A description of the cir-
cumstances and methods proposed for
presenting information to potential
human subjects for the purpose of ob-
taining their informed consent.

(e) All correspondence between the
IRB and the investigators or sponsors.

(f) Official notification to the sponsor
or investigator, in accordance with the
requirements of this subpart, that re-
search involving human subjects has
been reviewed and approved by an IRB.

Subpart L—Prohibition of Third-
Party Research involving In-
tentional Exposure to a Pes-
ticide of Human Subjects who
are Children or Pregnant or
Nursing Women

SOURCE: 71 FR 6168, Feb. 6, 2006, unless oth-
erwise noted.

§26.1201 To what does this subpart
apply?
This subpart applies to any research
subject to subpart K of this part.

[78 FR 10544, Feb. 14, 2013]

§26.1202 Definitions.

The definitions in §26.1102 shall be
applicable to this subpart as well. In
addition, the definitions at 45 CFR
46.202(a) through (f) and at 45 CFR
46.202(h) are applicable to this subpart.
In addition, a child is a person who has
not attained the age of 18 years.

§26.1203 Prohibition of research in-
volving intentional exposure of any
human subject who is a pregnant
woman (and therefore her fetus), a
nursing woman, or a child.

Notwithstanding any other provision
of this part, under no circumstances
shall a person conduct or support re-
search covered by §26.1201 that involves
intentional exposure of any human
subject who is a pregnant woman (and
therefore her fetus), a nursing woman,
or a child.

[71 FR 36175, June 23, 2006]

§26.1303

Subpart M—Requirements for Sub-
mission of Information on the
Ethical Conduct of Com-
pleted Human Research

SOURCE: 71 FR 6168, Feb. 6, 2006, unless oth-
erwise noted.

§26.1301 To what does this subpart
apply?

This subpart applies to any person
who submits to EPA on or after April
15, 2013 either of the following:

(a) A report containing the results of
any human research for consideration
in connection with an action that may
be performed by EPA under FIFRA (7
U.S.C. 136-136y) or section 408 of
FFDCA (21 U.S.C. 346a).

(b) A report containing the results of
any human research on or with a pes-
ticide for consideration in connection
with any action that may be performed
by EPA under any regulatory statute
administered by EPA.

[78 FR 10544, Feb. 14, 2013]

§26.1302

The definitions in §26.102 apply to
this subpart as well.

Definitions.

[71 FR 6168, Feb. 6, 2006, as amended at 78 FR
10544, Feb. 14, 2013]

§26.1303 Submission of information
pertaining to ethical conduct of
completed human research.

Any person who submits to EPA data
derived from human research covered
by this subpart shall provide at the
time of submission information con-
cerning the ethical conduct of such re-
search. To the extent available to the
submitter and not previously provided
to EPA, such information should in-
clude:

(a) Copies of all of the records rel-
evant to the research specified by
§26.1115(a) to be prepared and main-
tained by an IRB.

(b) Copies of all of the records rel-
evant to the information identified in
§26.1125(a) through (f).

(c) Copies of sample records used to
document informed consent as speci-
fied by §26.1117, but not identifying any
subjects of the research.
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